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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
7/8/2008 has been entered. The amendment filed 2/8/2008 has been entered and is 
under consideration. 

Status of Claims 

2. Claims 1,3-6,8-10,12-15, 17-21, and 23-33 are pending. Claims 3-6, 12-15, 19- 
21 , and 23-33 were previously withdrawn as non-elected subject matter. Claims 1 , 8, 
10, and 17 are amended and claims 7 and 16 are canceled by the amendment, filed 
2/8/2008. Claims 1, 8-10, 17, and 18 are under consideration. 

Withdrawn Objections/Rejections 

3. a) The objection of claims 7 and 16 under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim, as set in 
the Office Action, mailed 1 1/17/2006 (p. 4, 2 nd par), is withdrawn. 

b) The rejection of claims 1, 7-10, and 16-18 under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for a method of proliferating 
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human hepatocytes comprising transplanting proliferative human hepatocytes into the 
liver of a uPA-Tg/SCID immunodeficient hepatopathy mouse comprising a homozygous 
insertion of a uPA-Tg into the genome of a homozygous SCID mouse, administering an 
effective amount of the complement inhibitor, Futhan, to protect against tissue damage 
associated with human complement produced by human hepatocytes, proliferating said 
human hepatocytes in the liver of said mouse, isolating human hepatocytes from the 
liver of said mouse transplanted with human hepatocytes, and transplanting the human 
hepatocytes isolated from the liver of said mouse into other uPA-Tg/SCID 
immunodeficient hepatopathy mice comprising a homozygous insertion of a uPA-Tg into 
the genome of a homozygous SCID mouse, does not reasonably provide enablement 
for a method comprising transplanting non-proliferative hepatocytes and does not 
enable transplanting proliferative human hepatocytes into the liver of an 
immunodeficient hepatopathy mouse or an immunodeficient hepatopathy mouse 
administered any complement inhibitor by any method including feeding or a progenitor 
mouse obtained by mating between an immunodeficient hepatopathy mouse and a 
decay-accelerating factor (DAF/CD55) transgenic mouse, proliferating said human 
hepatocytes in the liver of said mouse, isolating human hepatocytes from the liver of 
said mouse transplanted with proliferative human hepatocytes, and transplanting the 
human hepatocytes isolated from the liver of said mouse into any other immunodeficient 
hepatopathy mice, or an immunodeficient hepatopathy mice administered a 
complement inhibitor or progenitor mice obtained by mating between an 
immunodeficient hepatopathy mice and a decay-accelerating factor (DAF/CD55) 
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transgenic mice, does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to use/make the invention commensurate in 
scope with these claims, as set forth in the Office Action, mailed 1 1/17/2006 (pp. 8-16), 
is withdrawn. 

c) The rejection of claims 10 and 16-18 under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention, as set forth in the 
Office Action, mailed 8/10/2007 (pp. 12-14), is withdrawn. 

d) The rejection of claim 10, under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention, as set forth in the Office Action, mailed 8/10/2007 
(pp. 14-15), is withdrawn. 



Comment [VI]: Are they? They 



bit I iludeii ipaiaqiap 
that they don't have descriptive 
support for feeding Futhan as 
' by the claims. 



Claim Objections 

4. Claims 9 and 1 8 are objected to because of the following informalities: Claims 9 
and 18 recite "K8223". However, the specification discloses the hybridoma as "K8233" 
(see page 43, line 24). Therefore, the recitation in the claims is inconsistent with the 
disclosure of the specification. Amending the claims to recite the same hybridoma as 
disclosed in the specification would be remedial, if the specification comprises the 
correct recitation. Appropriate correction is required. 



Application/Control Number: 10/509,032 Page 5 

Art Unit: 1632 

Claim Rejections - 35 USC § 112, 1 st Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Biological Deposit 

5. Claims 8 and 9 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 

The invention of claims 8 and 9 appears to employ specific biological matter, 
Mouse-Mouse Hybridoma K8223 (FERM BP-8334). Since the hybridoma is essential to 
the claimed invention, they must be obtained by a repeatable method set forth in the 
specification or otherwise readily available to the public. If the hybridoma are not so 
obtainable or available, the requirements of 35 U.S.C.§ 1 12 may be satisfied by a 
deposit of the hybridoma. The specification does not disclose a repeatable process to 
obtain the hybridoma and it is not apparent if the hybridoma is readily available to the 
public. It is noted that Applicant has deposited the hybridoma (p. 43, lines 23-28), but 
there is no indication in the specification of public availability. If the deposit is made 
under the Budapest Treaty, then an affidavit or declaration by Applicant, or a statement 
by an attorney of record over her or her signature and registration number, stating that 
the specific hybridoma has been deposited under the Budapest Treaty and that the 
hybridoma will be irrevocably and without restriction or condition released to the public 
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upon the issuance of a patent, would satisfy the deposit requirement made herein. If 
the deposit has not been made under the Budapest Treaty, then in order to certify that 
the deposit meets the criteria set forth in 37 C.F.R §§ 1.801-1.809, Applicant may 
provide assurance of compliance by an affidavit or declaration, or by a statement by an 
attorney of record over her or her signature and registration number, showing that: 

(a) during the pendency of this application, access to the invention will be 
afforded to the Commissioner upon request; 

(b) all restrictions upon availability to the public will be irrevocably removed upon 
granting of the patent; 

(c) the deposit will be maintained I a public depository for a period of 30 years or 
5 years after the last request or the effective life of the patent, whichever is longer; 

(d) a test of the viability of the biological material at the time of deposit will be 
made (see 37 C.F.R.§ 1.807); and 

(e) the deposit will be replaced if it should ever become inviable. 
Applicant's attention id directed to M.P.E.P §2411.05, as well as to 37 C.F.R.§ 

1 .809(d), wherein it is set forth that "the specification shall contain the accession 
number for the deposit, the date of the deposit, the name and address of the depository, 
and a description of the deposited material sufficient to specifically identify it and to 
permit examination." The specification should be amended to include this information, 
however, Applicant is cautioned to avoid the entry of new matter into the specification 
by adding any other information. Finally, Applicant is advised that the address for the 



Application/Control Number: 10/509,032 Page 7 

Art Unit: 1632 

ATCC has recently been changed, and that the new address should appear in the 
specification. The new address is: 

American Type Culture Collection 
10801 University Boulevard 
Manassas, VA 20110-2209 
Applicant is cautioned the deposit requirement remains even if the deposit number in 
the claims is changed to match that disclosed. The reasoning is the same. Claims 8 and 
9 require a specific hybridoma, which can only be obtained from applicant. 

Comment Regarding Scope of Invention 

Upon further consideration, Examiners believes that the claims should not be 
narrowly limited to Futhan and would be enabled for claims that more broadly recite 
administering an effective amount of a complement inhibitor to protect against tissue 
damage associated with human complement produced by the human hepatocytes. 
Thus, applicant, if they wish, can amend the claims more broadly. 

Claim Rejections - 35 USC § 112, 2 nd Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 1, 8-10, 17, and 18 are rejected under 35 U.S.C. 112, second paragraph, 

as being indefinite for failing to particularly point out and distinctly claim the subject 

matter which applicant regards as the invention. 

The claims are rejected over the use of the trademark, Futhan, in claims 1 and 
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10. MPEP2173.05(u) states: 

If the trademark or trade name is used in a claim as a limitation to identify or describe a 
particular material or product, the claim does not comply with the requirements of the 35 
U.S.C. 112, second paragraph. Ex parte Simpson, 218 USPQ 1020 (Bd. App. 1982). 
The claim scope is uncertain since the trademark or trade name cannot be used properly 
to identify any particular material or product. In fact, the value of a trademark would be 
lost to the extent that it became descriptive of a product, rather than used as an 
identification of a source or origin of a product. 

Trademarks should be capitalized wherever they appear and be accompanied by the 
generic terminology. It is suggested applicant delete "Futhan" and insert "an effective 
amount of a complement inhibitor to protect against tissue damage associated with 
human complement produced by the human hepatocytes". 
Claims 8, 9, 17 and 18 depend upon claims 1 and 10. 



7. The claims are free of the prior art. At the time of filing the prior art did not teach 
or suggest a method for proliferating human hepatocytes, which comprises 
transplanting proliferative human hepatocytes into the liver of an immunodeficient 
hepatopathy mouse, administering to the mouse an effective amount of a complement 
inhibitor to protect against tissue damage associated with human complement produced 
by the human hepatocytes, and proliferating said human hepatocytes in the liver of said 
mouse. 

Response to Amendment 

8. The declaration under 37 CFR 1.132 filed 2/8/2008 is sufficient to overcome the 
rejection of claims 1, 7-10, and 16-18 based upon 112, 1 st paragraph enablement 
rejection. However, other 112, 1 st paragraph issues still remain. 
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9. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marcia S. Noble whose telephone number is (571) 272- 
5545. The examiner can normally be reached on M-F 9 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on (571) 272-4517. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Marcia S. Noble 
/Peter Paras, Jr./ 

Supervisory Patent Examiner, Art Unit 1632 



